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ENVIRONMENTAL  PROTECTION 
AGENCY 

40  CFR  Part  162 

[FRL  1304-1;  OPP-30007A] 

Enforcement  of  the  Federal 
Insecticide,  Fungicide,  and 
Rodenticide  Act;  Registration, 
Reregistration  and  Ciassification 
Procedures 

agency:  Environmental  Protection 
Agency  (EPA),  Office  of  Pesticide 
Programs. 

ACTION:  Final  regulation. 

SUMMARY:  The  intent  of  this  final 
regulation  is  to  exempt  those  pesticides 
offered  solely  for  use  on  humans  that 
are  also  new  drugs  within  the  meaning 
of  Section  201(p)  of  the  Federal  Food, 
Drug  and  Cosmetic  Act  from  the 
provisions  of  the  Federal  Insecticide, 
Fungicide  and  Rodenticide  Act  (FIFRA), 
as  amended  in  1972, 1975  and  1978  (92 
Stat.  819;  7  U.S.C.  136).  This  action  is 
taken  because  of  the  similarities  of  the 
registration  processes  that  are  used  for 
registering  new  human  drugs  by  EPA 
and  the  Food  and  Drug  Administration 
(FDA).  The  elimination  of  review  of 
these  new  drug  product  applications  by 
EPA  is  intended  to  lessen  the 
duplication  of  time  and  resources  by 
both  agencies  and  the  sponsors  of  these 
products. 

The  regulation  also  clarifies  the  policy 
of  EPA  relative  to  the  registration  of 
pesticide  products  that  are  not  new 
drugs  or  new  animal  drugs. 

DATES:  This  rule  shall  be  effective  on  or 
before  December  5, 1979. 

FOR  FURTHER  INFORMATION  CONTACT: 

Jay  Ellenberger,  Registration  Division 
(TS-767),  Office  of  Pesticide  Programs, 
EPA  (202-426-9490). 

SUPPLEMENTARY  INFORMATION:  On 
October  13, 1978,  EPA  proposed  this  rule 
to  exempt  certain  pesticides  from  the 
registration  requirements  of  FIFRA  (43 
FR  47215).  The  pesticides  affected  are 
those  that  are  offered  solely  for  use  on 
humans  and  are  “new  drugs"  within  the 
meaning  of  section  201(p)  of  the  Federal 
Food.  Drug  and  Cosmetic  Act  (FFDCA). 

As  explained  fully  in  the  proposal, 
EPA,  after  consultation  with  the  FDA, 
determined  that  this  exemption  from 
provisions  of  the  FIFRA  is  appropriate 
because  registration  requirements  for 
these  products  under  the  FIFRA  are 
substantially  identical  to  those  required 
for  approval  of  a  new  drug  for  human 
use  under  the  FFDCA. 

Accordingly,  EPA  and  FDA  concluded 
that  the  dual  review  of  pesticide/new 


drug  products  offered  solely  for  human 
use  represents  an  expensive  duplication 
of  time  and  resources  for  both  the 
Agencies  and  the  sponsors  of  these 
products  without  any  significant 
increase  in  beneHts  to  public  health 
and/or  to  the  environment.  It  is  further 
concluded  that  regulations  of  these 
products  solely  by  FDA  under  the 
FFDCA  would  adequately  serve  the 
intent  of  FIFRA. 

Comments 

One  comment  was  received  in 
response  to  the  proposal,  asking  why  an 
exemption  cannot  also  be  extended  to 
pesticides  that  are  drugs  but  which  are 
not  new  drugs. 

This  rule  is  not  intended  to  exempt 
these  products  from  registration  under 
the  FIFRA,  because  FDA  has  made  no 
formal  determination  as  to  their  safety 
and  effectiveness.  FDA  does  plan  to 
develop,  on  a  generic  class  basis, 
monographs  setting  forth  conditions 
whereby  these  drugs  may  be  generally 
recognized  as  safe  and  effective  and  not 
misbranded,  and  to  establish  these 
conditions  by  regulations.  Therefore,  the 
rule  provides  that,  when  FDA  does 
develop  a  monograph,  products  meeting 
its  conditions  will  also  be  exempt  from 
FIFRA  registration  (see  40  CFR 
162.5(b)(6)(ii). 

Scientific  Advisory  Panel  and  USD  A 
Review 

On  June  7, 1979,  a  copy  of  this  final 
regulation  was  transmitted  to  the  FIFRA 
Scientific  Advisory  Panel  (SAP)  as 
required  by  section  25(d).  On  June  20, 
1979,  the  SAP  waived  scientibc  review 
and  comment  on  the  final  regulation. 

On  June  1. 1979,  a  copy  of  this  final 
regulation  was  sent  to  the  Secretary  of 
Agriculture  for  comment  (44  FR  32684) 
as  required  by  section  25(a)(2)(B).  The 
Secretary  did  not  comment  in  writing  to 
the  Administrator  within  the  15-day 
comment  period,  as  provided  by  this 
section,  regarding  any  objections  to  the 
publication  of  this  document  in  the 
Federal  Register. 

Pursuant  to  section  25(a)(3)  of  FIFRA, 
a  copy  of  the  final  regulation  was 
forwarded  to  the  Committee  on 
Agriculture  of  the  House  of 
Representatives  and  the  Committee  of 
Agriculture  and  Forestry  of  the  Senate 
on  June  8, 1979. 

Executive  Order  12044 

This  final  regulation  is  a  “minor" 
regulation  under  EPA's  proposal  (43  FR 
29891),  for  implementing  Executive 
Order  12044,  “Improving  Government 
Regulations"  (43  FR  12661),  and  as  such, 
does  not  require  preparation  of  a 
Regulatory  Analysis. 


(Secs.  3  and  25(b),  Federal  Insecticide, 
Fungicide  and  Rodenticide  Act  (FIFRA),  as 
amended  in  1972, 1975  and  1978  (92  Stat.  819; 

7  U.S.C.  136)) 

Dated;  October  30. 1979. 

Douglas  M.  Costle, 

Administrator. 

40  CFR  Part  162  is  amended  by 
redesignating  §  162.5(b)(6)  as  new 
§  162.5(b)(7),  and  by  adding  a  new 
§  162.5(b](6j.  to  read: 

***** 

§  162.5  Pesticides  that  are  also  new  drugs 
for  human  use. 

***** 

(b)  *  *  * 

(6)  a  pesticide  product  that  is  offered 
solely  for  human  use  and  is  also  (i)  a 
new  drug  within  the  meaning  of  section 
201  (p)  of  the  Federal  Food,  Drug,  and 
Cosmetic  Act,  or  (ii)  an  article  that  has 
been  determined  by  the  Secretary  of 
Health,  Education,  and  Welfare  not  to 
be  a  new  drug  by  a  regulation 
establishing  conditions  of  use  for  the 
article,  is  exempt  from  the  requirements 
of  the  FIFRA.  Such  products  are  subject 
solely  to  regulation  by  the  Food  and 
Drug  Administration  in  accordance  with 
the  Federal  Food,  Drug,  and  Cosmetic 
Act  and  implementing  regulations  set 
forth  in  Title  21  of  the  Code  of  Federal 
Regulations. 

***** 

§  162.7  [Amended] 

The  Administrator  also  amends  40 
CFR  Part  162  by  revising  §  162.7(d)(3)(vi) 
to  read: 

***** 

(d)  *  *  * 

(3)  *  *  * 

(vi)  EPA  has  been  notified  by  FDA 
that  the  product  complies  with  the 
requirements  of  the  Food  and  Drug 
Administration  if  the  product,  in 
addition  to  being  a  pesticide,  is  a  “drug" 
within  the  meaning  of  section  201  (g)  of 
that  Act,  but  is  not  a  “new  drug"  or 
“new  animal  drug"  under  sections  201  (p) 
and  201(w)  respectively  of  the  Federal 
Food,  Drug,  and  Cosmetic  Act. 
***** 
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